In addition to extending health insurance coverage, the Affordable Care Act of 2010 aims to improve quality of care and contain costs. To this end, the act allowed introduction of bundled payments for a range of services, proposed the creation of accountable care organizations (ACOs), and established the Centers for Medicare and Medicaid Innovation to test new care delivery and payment models. The ACO program began April 1, 2012, along with demonstration projects for bundled payments for episodes of care in Medicaid. Yet even before many components of the Affordable Care Act are fully in place, the Medicare ESRD Program has instituted legislatively mandated changes for dialysis services that resemble many of these care delivery reform proposals. The ESRD program now operates under a fully bundled, case-mix adjusted prospective payment system and has implemented Medicare's first-ever mandatory pay-for-performance program: the ESRD Quality Incentive Program. As ACOs are developed, they may benefit from the nephrology community's experience with these relatively novel models of health care payment and delivery reform. Nephrologists are in a position to assure that the ACO development will benefit from the ESRD experience. This article reviews the new ESRD payment system and the Quality Incentive Program, comparing and contrasting them with ACOs. Better understanding of similarities and differences between the ESRD program and the ACO program will allow the nephrology community to have a more influential voice in shaping the future of health care delivery in the United States.
Introduction
The Affordable Care Act of 2010 aims to extend health insurance coverage to virtually every American and authorizes novel strategies to deliver higher-quality care at lower costs, including increased sharing of financial risk and reward between payers and providers. Achieving this goal presents a challenge for providers and policymakers alike. However, examples of health care delivery systems with similar mechanisms already exist in the Medicare ESRD Program and may yield insights for reforming the delivery of, and payment for, health care in the United States.
Before passage of the Affordable Care Act, the Centers for Medicare and Medicaid Services (CMS) implemented the ESRD Prospective Payment System (ESRD PPS), a fully bundled, case-mix adjusted payment system (1) . The ESRD PPS, also called the "bundle," was launched January 1, 2011, and covers virtually all outpatient dialysis-related services and products within a single prospectively determined payment to dialysis facilities. After implementation of the ESRD PPS, the CMS also launched the first-ever mandatory pay-for-performance program on January 1, 2012: the ESRD Quality Incentive Program (QIP) (2) . These changes to payment for dialysis are similar to many changes authorized by the Affordable Care Act, with both programs shifting financial risk from payer to provider, requiring the development of monitoring systems to assess their effect on patient outcomes and access to care.
In this article, we highlight the similarities and differences between the accountable care organizations (ACOs) to be developed under the auspices of the Affordable Care Act with the ESRD PPS and QIP, developed under the auspices of the Medicare Improvements for Patients and Providers Act of 2008. Informing the nephrology community about the ACO program structure, in the context of the community's experience with ESRD payment reform and care delivery, positions the specialty to assure that the development of ACOs benefits from the ESRD experience.
Organization, Payment Mechanisms, and Cost Control
An ACO is a provider-led organization whose mission is to manage the full continuum of care and be accountable for the overall costs and quality of care for a defined population (3, 4) . Accordingly, ACOs are expected to be highly incentivized to coordinate care and save money by avoiding unnecessary tests and procedures. Seamless sharing of information will be crucial for ACOs to function with optimal efficiency. Compared with dialysis facilities, ACOs will maintain a minimum census of 5000 Medicare beneficiaries, with most expected to be far larger. Participating organizations that save money as well as meet quality performance measures will keep a portion of the savings, and ACOs can opt for higher potential rewards if they elect a shared savings/ losses model (Table 1) . Initial projections are that most organizations will elect the lower-risk shared savings model, with an estimated potential savings to the CMS of $470 million in the first 4 years. If successful, it is likely that the program will expand in future years with greater incentives for ACOs to opt into the shared savings/losses model, resulting in greater risk but also greater potential rewards for providers (3) .
Medicare beneficiaries will be assigned to specific ACOs upon determination that they have received a sufficient level of the requisite primary care services from physicians associated with a specific ACO, which would then be considered to have basic responsibility for that beneficiary's care. Despite the use of the term assignment, patients will maintain their rights to exercise free choice to select providers. Nephrologists can be designated a primary care physician for the purpose of ACO assignment only if they are the sole primary care provider for that particular patient (3). Ultimately, an important component of the shared savings program will be timely and effective communication with beneficiaries concerning the program, their possible assignment to an ACO, and their retention of freedom of choice to remain under the Medicare feefor-service program. ACOs do not require a capitated payment, rather utilizing a fee-for service structure with incentives for cost containment and meeting quality performance benchmarks; however, the Affordable Care Act does allow for ACOs to operate under a partial capitation payment. To note, provider fees are included when determining cost-containment incentive payments.
Juxtaposed against the ACOs is the Medicare ESRD Program, which was enacted in 1972 and is the only disease-specific entitlement program within the CMS (4). The program provides universal coverage for ESRD patients regardless of age or disability status. As with many elements of Medicare, the ESRD Program's costs far exceeded expectations, currently accounting for approximately 7% of Medicare spending for ,1% of beneficiaries (5, 6) .
In contrast to the ACO model, the ESRD program utilizes a bundled payment for dialysis-related services to dialysis facilities in conjunction with fee-for-service payments for the services of the physicians as well as for procedures (e.g., vascular access surgery) or services (e.g., hospitalizations) that occur outside the dialysis facility. Until 2010, the dialysis facility payment had the following two components: a "composite rate" for many dialysis-related services, plus a "separately billable" fee-for-service component for injectable medications and some laboratory tests (Table 2 ) (7-9). (6) . However, because ESAs were separately billable items, there was a powerful financial incentive for overutilization because they were a major profit source for dialysis providers (9) . Recognizing this, Congress mandated that the CMS implement a per-dialysis-session expanded bundled payment, removing the fee-for-service payment for ESA use (10) . The per-session bundle now encompasses all "composite rate" items and all previously separately billable items related to a dialysis session, including ESAs. The expanded bundled payment system aims to reduce dialysis costs, paying no more than dialysis providers require to offer high-quality care (1). The drive for fiscal restraint is not subtle. In the ESRD PPS final rule, the CMS states the following: "The estimated amount of total payments under the ESRD PPS for 2011 must be equal to 98 percent of the estimated total amount of payments for renal dialysis services paid under Medicare, including payments for drugs, that would have been made with regard to services in 2011 if the new system was not implemented" (1, 11) . By paying a prospectively fixed amount for the full range of dialysis session services, the CMS also disincentivizes provision of unnecessary tests or other care, creating an environment in which lower utilization will generate a greater financial margin for providers (1) . This concept of shared risk, particularly when combined with the valuebased purchasing within the ESRD QIP, is similar to the ACO model, in which providing high-quality, low-cost care could result in shared savings for both CMS and the dialysis facilities (3, 12) . However, unlike an ACO model, in which potential gains in cost control and quality are anticipated through better care coordination between the inpatient and outpatient settings, the ESRD PPS does not include costs for hospitalizations or dialysis access procedures (1). Some have theorized that this separation of risk sharing could result in unintended increases in overall costs to the healthcare system if patients are hospitalized due to insufficient dialysis care.
Greater coordination and accountability was recently explored in the Medicare ESRD Disease Management Demonstration, which evaluated whether disease management organizations in the setting of Medicare Advantage plans could improve clinical outcomes and reduce Medicare expenditures. Two of the three disease management organizations participating in this pilot reported lower than expected mortality and hospital utilization with improvements in quality metrics (13, 14) ; however, patients participating in this pilot were healthier than those in the overall Medicare ESRD Program. In addition, two of the three disease management organizations cost the CMS more than if they had been reimbursed under the traditional system. This finding may be a function of the pre-established capitated reimbursement rather than overall expenditures (13) .
Monitoring the Effects of Policy Changes
A crucial component of ACO creation will be ongoing monitoring of the overall system to see if it is achieving its desired goals. Health information from multiple sources will be needed to ensure that cost and quality are maintained, necessitating a robust health information technology infrastructure as well as analysis of population data to identify successful patterns of effective care. These concerns already exist within the nephrology community because the CMS has not clearly elucidated active monitoring plans for aspects of the ESRD PPS (15) . With the launch of the ACO program, the challenges of developing both accurate monitoring and case-mix adjustment systems will not be unique to nephrology.
Within the ESRD program, external monitoring of the effects of the expanded bundle largely relies on two systems. The first is the CMS planned electronic data entry system for collecting dialysis patient and treatment information, the Consolidated Renal Operations in a WebEnabled Network. This network will be fully implemented in 2012, well more than a year after implementation of bundled payments (16) . This delay in data collection limits the ability to compare treatment changes before and after the implementation of the expanded bundle. The other system, the Dialysis Outcomes and Practice Patterns Monitor, samples 3% of the approximately 4700 US dialysis facilities to monitor effects of the expanded bundle on practice patterns (17) . Although the practice monitor may be limited by sample size and further affected by industry consolidation, it has the advantage of comparing prebundle and postbundle practices. Perhaps the most important example from the Medicare ESRD Program for other reform efforts is the importance of establishing robust patient data collection and analysis capability before implementing systems that alter practice patterns.
The introduction of the expanded bundle is anticipated to have the greatest effect on anemia management. Even before the implementation of the expanded bundle, the demonstrable lack of benefit with higher hemoglobin levels in clinical trials, concern for potential harm, and the change in drug labeling by the US Food and Drug Administration catalyzed lowered ESA administration (18) . The expanded bundle may further accelerate this trend to lower ESA use (19) . Reducing ESA use is generally perceived as a positive trend for patient safety. However, removal of the financial penalty for lower hemoglobin levels in the 2013 QIP could result in underutilization of these agents (20) . Temporal trends from 1992 to 2005 showed that introduction of ESA use led to a two-fold decrease in transfusion rates in ESRD patients (21) . Accordingly, it is necessary to monitor whether the changes in reimbursement structure lead to an inadvertent increase in the need for transfusions.
Another element requiring prospective monitoring is home dialysis utilization. Increased use of home dialysis as a result of restructuring dialysis payment could achieve the ultimate goal of health reform, which is to reduce costs while maintaining, or perhaps even improving, the quality of care. However, it remains unknown whether the comparable outcomes and lower costs currently associated with home dialysis will be sustained if its utilization grows (6) . To note, dialysis providers, not the CMS, will recognize the cost savings with this group of dialysis patients because the CMS will be paying equivalent bundles to dialysis providers, regardless of modality. The effect of incentives to expand use of different therapies should be accompanied with plans to monitor outcomes, with the broader implication that ACOs and other shared risk payment mechanisms should consider various areas in need of specialized monitoring to ensure that quality is not being compromised by the changes introduced within the new system.
Legislative Pay for Performance: ACOs and the ESRD QIP
Successful implementation and evaluation of ACOs will require measurement of performance, with 33 measures in four domains (patient/caregiver experience, care coordination/patient safety, preventive health, and at-risk population). These metrics were adopted from reasonably vetted measures from sources such as the National Quality Forum. Unfortunately, in ESRD, multiple well researched quality measures based on hard outcomes are lacking, such that the measures included in the QIP do not have strong evidence supporting a beneficial effect on important patient outcomes (Table 3 ) (22) (23) (24) (25) (26) (27) (28) .
Congress mandated implementation of the ESRD QIP to provide less costly care against minimally acceptable quality standards. The QIP, as currently structured, incentivizes a basic level of care. However, like any other approach that establishes a level of practice that is appropriate for most patients, the QIP runs the risk of disincentivizing individualized patient care. Balancing the benefits of quality thresholds with the risk of generalizing care practices may be challenging in a population with limited life expectancy, in which conservative goals may be more appropriate for some. Furthermore, unlike previous voluntary programs such as the Physician Quality Reporting Initiative, which offered bonus payments, the QIP reduces payment up to 2% annually for facilities failing to meet performance metrics (2) . Similarly to the QIP, ACOs must report on quality measures that the CMS will use to determine the amount of savings and/or losses experienced by the ACO providers. Similarly to the Physician Quality Reporting Initiative, ACOs will also offer bonus payments for achieving certain quality thresholds.
In capitated and similar systems in which incentives to provide less care exist, it is essential to have checks in place to prevent care from falling below accepted standards. Accordingly, the three 2012 QIP measures (minimum and maximum hemoglobin level, and dialysis dose) reflected high-cost/resource items (ESAs and time on dialysis), rendering them feasible markers of a minimum level of care. Although achieving these practice measures generally had been considered consistent with a basic standard of care, there are no data to support the concept that treating patients to reach these QIP targets improves patient outcomes. For 2013 and 2014, CMS altered the policy for anemia, eliminating the minimum hemoglobin metric, further incentivizing less ESA utilization by removing the marker of minimum anemia The 2014 performance standard levels are the achievement thresholds described in the QIP final rule. Facilities below the achievement threshold will receive 0 points on that performance measure, with points increasing incrementally as a facility's score rises above the achievement threshold. There are incentives for improvements in performance that are not included here that may result in a facility receiving points despite being below the achievement threshold. b CMS proposes to determine performance standards based on national data collected between July 1, 2010 and June 30, 2011 for the first five measures listed. c CMS proposes that facilities will attest on a yes/no basis whether they have complied with the last three "structural/reporting" process measures. Support additional research on optimal ESA dosing and/or target hemoglobin level strategies in diverse dialysis populations management while maintaining a penalty (in addition to the cost of the agent) for higher utilization (20) . Beginning in 2014, the CMS also added new quality measures, most notably a vascular access performance measure (Table 3 ) (20) . These considerations highlight the need for more investigation in areas in which the CMS will consider valuebased purchasing. The ESRD program should be studied as it matures, because it could contribute significantly to the understanding of the effectiveness of financial incentives on patient care using intermediate measures. Various effects and strategies are summarized in Table 4 .
Economies of Scale, "Desirable" Patients, and Equitable Access
When introducing novel reimbursement schemes, it is imperative to ensure that equitable patient access is available to the beneficiaries. In this context, one basic tenet of ACOs is that they will not require patients to stay in their network, which was required by health maintenance organizations and led, in part, to their undoing.
Currently, significant industry consolidation exists among dialysis providers in the United States with two for-profit corporations providing care for .70% of patients (6) . Smaller dialysis providers may have limited resources to execute new bundle-related responsibilities and to assume greater shared risk. The cost-and risk-sharing structure of the ESRD PPS favors providers that are vertically integrated with the market power to negotiate lower prices. Not surprisingly, the pace and size of mergers and acquisitions among dialysis providers has accelerated, exemplified by the August 2011 acquisition of the third-largest provider (262 dialysis facilities) by the largest dialysis provider (1860 dialysis facilities). Interestingly, some early data showed that larger, more fully integrated ACOs provide higher-quality care than smaller more loosely integrated ones (29) . Nonetheless, the existence of a potential oligopoly in any area of medicine may affect flexibility for patients seeking care, particularly in rural areas where there is little provider diversity (30) . Similarly, in rural markets where there can be an exception in place to antitrust regulations, a concern is that an ACO could grow large enough to employ a majority of providers in a region. One safeguard for patient access may be inclusion of the patient's voice. Mirroring a national emphasis on patient centeredness, the 2014 ESRD QIP mandates measurement of patient experience in the dialysis facility (20) , whereas Medicare recipients have a choice to opt out from an ACO assignment and return to traditional fee-for-service models.
"Cherry picking" patients who minimize provider financial risk is another concern with bundled payments or mandatory pay-for-performance programs. Surveys of nephrologists report that cherry picking occurred in the prior payment system, when adverse financial consequences of these patients were less substantial (31) . To ensure equitable access for patients with substantial comorbidities, the CMS plans to adjust the value of the bundled payment for patients with more costly conditions (1) . Although this may increase the desirability of some "sicker" patients, the algorithm focuses on a limited number of conditions from administrative data that relate primarily to anticipated ESA requirements and has no mechanism to update for the de-emphasis on ESA dosing that has occurred since passage of the final rule. Accordingly, it remains unclear whether the CMS case-mix adjustment will create incentives to improve or limit access to care.
In contrast to the risks described above, the effects that the ESRD PPS may have on streamlining processes of care as providers strive to meet quality measures while minimizing costs may serve as positive examples for other payment programs in the United States, including ACOs. For example, dialysis providers have placed an increased emphasis on patient education before kidney failure in order to make transitions to kidney replacement therapy more efficient and less costly (32) . In addition, large (33) (34) (35) . Similarly, in non-ESRD populations, evidence-based protocoldriven care has been shown to reduce errors and increase utilization of effective medications. The hope is the same for the ACO program-that care will be streamlined with improved quality and performance. Policymakers designing and implementing future reform programs should consider these and other examples emerging from the ESRD PPS, evaluating the benefits of a bundled payment system while avoiding pitfalls that could result in unintended consequences.
The ESRD PPS: A Case Study for Healthcare Delivery and Payment Reform
The CMS recently released the final rule for ACO regulations, in which a quality measurement component is just one of many items that is similar to the ESRD PPS and QIP (Table 5 ) (12) . As the ESRD PPS and QIP programs mature, the dialysis experience should help both dialysis stakeholders and the wider medical community understand the effect of these changes on practice patterns, access to care, hospitalizations, and mortality. Accounting for these effects should be crucial when designing and implementing other bundled payment systems and pay-for-performance programs in medicine.
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